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P-R-OCE-EDI-NGS

DR. LaFORCE: Call the neeting to
order.

If we could, Col. Diniega has a couple
of announcenents to make before we begin the fornal
part of the program

COL. DI NI EGA: Just a few rem nders:
The nmenbers, your travel settlenents, and then when
you get paid, send a copy of the receipt.

On the agenda this norning, we have
Cdr. MBride and the Lyne di sease sero-survey talk,
and he'll Dbe followed, if we can wunload the
i nformation on the laptop to the I-drive, Ltc. John
G abenstein will talk on the current issues wth
t he Ant hrax Vacci ne | mmuni zati on Program

And then if M. Carr finds her way
here, we'll nove the injury talks into this room
so everybody can have the benefit of hearing them

It shoul d be about a 15- or 10-m nut e
presentation. Maj. Carr will talk on the back
injury study she has in the Air Force, and Col
Val eri e Rice wll tal k about t he injury
surveill ance prevention program for the Fort Sam
Houston garrison, and then we'll break into breaks.

Di sease Control wll remai n here.
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Health Pronmotion has only two nenbers, so | don't
know how you guys will want to handle that, if you
guys will want to have your own neeting or split up
and join other groups to help wth the
reconmendati ons there. And you can have 3304 or
use the corner or go down to The Pit, whatever you
want to do.

And then Environnmental COccupational
Health will have 3305. And | invite the audience
to attend whi chever subconmm ttee sections that they
would |like to attend.

The breaks will be up to the
subcomm ttee chairnen. If they want to work that
t hrough, charge through, or take a break. W al
deserve breaks.

And then reconvene at 11:00 in a cl osed
sessi on, to include the ©preventive nedicine
officers and the liaison officers to the Board, and
take a look at the draft recommendations, talk
about the nmenbers that are rotating off and new
menbers comng in, and also the next neeting. And
then we should be able to close by 12:00.

| just want to take another show of
hands for the tour, the AMEDD Museum tour at 1330.

(Show of hands.)
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COL. DI NI EGA: Si Xx. Okay. we' | |
probably just watch the video and then have a self-
tour over there. So have lunch and then we can
meet outside here.

Taxis, if you're going to need taxis,
| et me know, but the nunmber is seven 2s, and it's
t he Yell ow Cab Conpany, and you can use this phone
here. And they usually know where the helicopter
Is, so that's a good place to identify the pick-up.

Any questions?

(No response.)

DR. LaFORCE: Cdr. McBride, we're all

yours.

CDR. Mc BRI DE: Very well. Good
nor ni ng.

DR. LaFORCE: Good norning.

CDR. McBRI DE: | have a handout that
|'"ve given to the folks to reproduce. ["m told
t hey've had sone difficulty, and I"'mtold it'll be
here in a few nmonments, but I'Il go ahead and get
started.

My presentation today is to give you a
report on a recent sero-survey for Lynme disease,
and before | get into ny presentation, | want to

just acknow edge the good assistance and renarkabl e
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work that we've had with this effort from Capt.
Tanr a Bar ker.

I was not thinking that she would be
here, but |I'm delighted that she's here, to stand
up and receive sone acknow edgnent. But she's done
a remarkabl e amount of work with this sero-survey
and the data analysis that I'll be presenting, and
|'"'m grateful to her. She's conpleting her
preventive nmedicine residency at Wilter Reed, at
t he WRAIR.

This issue first cane to the attention
of the AFEB in Decenber of '98 when Col. Cody
Sanchez presented sone data of Lyne disease in the
mlitary. This was followed by a formal question
to the Board regrading recommendation for the use
of Lyme disease within the mlitary popul ation.

The AFEB's recommendation largely just
concurred with what the ACIP had recomended, and
they did not feel there was any need to really
significantly stray from that. One of the --
t houghts were that we should perhaps, if we could,
do a sero-survey of Lyne disease antibodies, Lyne
anti bodies, in our mlitary popul ati on and see what
t hat showed, and this is what we'll talk about.

First of all, I just wanted to review a
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nunber of things. l'"m going to just ever so
briefly touch on the incidence of Lyne disease in
the United States, and conpare and contrast that to
what we have found with our data systens for the
Lyne disease inpact in the mlitary, and then give
the results of the sero-survey, and then provide
some concl usi ons.

This slide -- we're all famliar wth
this -- just denonstrates the areas of endemcity
or high transm ssion of Lynme disease in the United
States. You'll find it in your handout. And this
represents the cases or the incidence of Lyne
di sease in the United States.

We can see that for several years, the
I ncidence was increasing quite significantly
perhaps, but in the last couple years, perhaps
there's been sonme plateauing, and this past year,
t he cases were about 5-1/2 per 100, 000.

Now, this slide represents the data
that Col. Sanchez presented to the AFEB over a year
and a half ago. |'ve added to the conplete year of
98 and '99 the data that | received from the
Def ense Medical Surveillance System These data
were drawn from inpatient reporting and from the
medi cal event reporting systens of the three
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Servi ces.

We can see that for several years, the
cases were dimnishing or presumably dimnishing in
the mlitary, with the corresponding decrease in
t he cases per 100,000 person-years. This is not
really a total 1.23, but just reflects an average
of the cases over the past, | guess, nine or ten
years.

And this, of cour se, dramatically
denonstrates the incidence rates of reported Lyne
di sease, again through hospitalization data and
through data received by the reportable events
systens of the three services.

Well, 1've added an additional slide to
the material that Col. Sanchez presented to you,
and | found it sonewhat startling. And these are
data that report the incidence of Lyne disease in
the mlitary, but you'll quickly see that over the
past three years, these nunbers are significantly
hi gher than what were reported in the previous
slides.

These data are obtained from what's
called the SIDR and the SADR, both inpatient data
record, as well as the ADS or the Anbul atory Data
System These are nunbers that are generated
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automatically largely fromoutpatient settings when
patients are seen in a clinic. The provider checks
a little box on a form and this goes to the DMSS
i n a round-about way.

So sone of this data, we don't really
know exactly if it's neaningful or not. These

represent people that could have been seen with a

presunptive diagnosis of Lyne disease. It really
wasn't, and it's very suspect. Vhat | amtold --
I"'m told that these data do not -- are incident

data, so that they do not reflect repeat visits to
the clinic for the same di agnosis.

But these are kind of startling,
because the rates are relatively high, and the
cases showreally very little dimnishnment over the
past two or three years.

So | share this with you, just to be
conplete and to show you that we do have sone
probl ens and concerns, at least in nmy mnd, wth
our reporting of Lyne disease, and perhaps this is
reflective of other conditions in the mlitary,
t hrough some of our systens that we're struggling
with and trying to nake sure that they're accurate
and conpl ete. So | just share this with you for
what it's worth perhaps, and we may di scuss this at
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t he concl usion of ny presentation.

Anyway, just to summarize these points,
overall initially we were seeing a decreasing
i ncidence rate since 1990, notw thstanding the
anmbul atory data that | just showed you. And we
know of a disease concentration. Vhat | didn't
show you was that there was male predom nance in
the mlitary population, and that the incidence
I ncreases with age.

These were findings that were presented
to you previously, that I've just summari zed here
from the previous presentation. And, of course,
t he concern about what appears to be an increase
reported anong health care workers, which we really
can't deny. It's clearly shown in our popul ations.

And then lastly, wth the initial
di scussion this norning about Lynme disease in the
mlitary, there was some recommendations that were
opined at the earlier AFEB about how we could
possibly use this in our mlitary popul ati ons, and
nothing really striking here, but just sone obvious
t houghts that were presented at that tine.

Now, let's talk about the sero-survey.

We had about 10,000 specinmens from the Arned

Forces Serum Repository that were nmade avail able to
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us. These were specinens that were pulled out of
the repository in Rockville for use in a hepatitis
C virus sero-survey a little while ago, and so we
still had sonme remaining serum for those, and it
was an easy thing to do, so we just took of that
10,000 and they were able to test 9,673 specinens
t hrough the ELISA at USUHS. Cdr. Al Richards and
his lab did that.

And then of those that were found to be
positive by ELISA, a confirmatory Western Bl ot
assay was perforned. Now, the ELISA -- of the
9,673, approximtely -- well, exactly 1,594 were
found to be seropositive by ELI SA.

Now, the next couple of slides 1'll
denonstrate, | just wanted to characterize that of
these fol ks that were found to be ELISA positive,
t hese refl ected, I t hi nk, a w de range
of representative of the people in the military,
both by gender --

We can see that the mx of male and
female was relatively -- the percentages were
relatively the same between the total popul ation of
the 10,000 specinmens that were accessed and then
the ones that were found to be seropositive, and
then simlarly with age, we see the sanme trend,
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wth the mpjority of the positive cases being found
in the 20 to 29 age group.

In contradistinction to what Col.
Sanchez reported a year and a half ago, in the
seropositive by ELISA, we didn't see a predom nance
in the higher range, but it was nore reflective of
the normal age range of our active-duty popul ation

And this is a figure that denonstrates
t he seropositivity by rank, and it's very simlar.

["I'l just swiftly go through these, and then the
| ast one is by Service. We do see, however, in
this one, that where there are some significant
differences in the Service m x popul ation of the
10, 000 specinmens, we see there's sonmewhat of a
flattening of that, and about 400 for each Service,
except for the Air Force.

Onh, one nore here on race and
ethnicity. The wvast mmjority, of course, are
whites, and you can see the nunbers there.

Do you all have your handout now,
pl ease?

VO CES: Yes.

CDR. McBRI DE: Thank vyou. And this
| ast slide about the denographic characteristics of
the sero-survey was just an attenpt to show you
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that there was a w de range of cases from across
the United States. And | have -- and this just
shows -- it's an attenpt to denonstrate the
distribution of the ELISA-positive cases by their
hone of record, the report of home of record.

Now, one thing -- 1'll just pause for a
nmonent and confess that one of the main things we
were hoping to have when we did the sero-survey is
to match those that were found to be sero-survey
with what their geographic career history was. W
have that data avail able at the DMSS, where we can
track an active-duty nmenber, as to when they cane
into the mlitary and what duty stations they have
had across the country.

But it so happens that when we obtai ned
t hese serum specinens from the HCV work, they had
sanitized those and renoved all the personal
identifiers, and that wasn't an inportant feature
for them and so they didn't ask DMSS to |ink those
with the geographic history. And it wasn't unti
after we did the sero-survey that we said, Man, we
don't have that inportant data. Al we did have
was a honme of record.

So that's a deficiency, at least in ny

m nd, that we weren't able to link that. But |
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think you'll find that that is not significant, and
here's why. We did the confirmatory seropositivity
by Western Blot of the 1,594, and only 12 were
found to be seropositive. And these were confirnmed
and doubl e-checked, and of those that were found
positive by ELISA again 12 were found to be
confirmed positive by Western Bl ot.

Now, on the |ast page of your handout,
| have kind of a confusing chart, and it's shown
here. You may not be able to see nmuch of it on
the screen, but please refer to it on your Ilap
there, if you' d |like.

Now, 1've arrayed the 12 positive
Western Bl ot specinmens in this chart here. As you
can see, five of them were from Arny individuals,
two from Navy, three from Marine Corps, and two
fromAir Force.

On the chart, we showed the date of
accession. This is when the individual cane into
the mlitary or came into the Service that is
shown. The antecedent specinen date is the date
t hat we have the matched serum that was drawn at an
earlier tinme, and this is very insignificant, we
t hi nk, because we were able to -- for nine of the

12, we were able to go back and find an earlier
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serum specinen, run that, and see if it was
positive or negative.

And then we have the gender, age, rank
race, home of record, occupation category for the
I ndi vidual, and their education level and marital
st at us.

There's a couple of asterisks here.
The first two specinens, 1 and 2, they had an
ant ecedent specinen, but it was negative, and so,
of course, all of the serum that was tested with
ELI SA and Western Blot were drawn from a 1997
specinen. They were drawn in 1997, so these were
two individuals that presumably sero-converted over
t he past years.

If you look closely at the first one,
you see that, in his case, his antecedent serum
speci mren was drawn sonetinme after he was in the
mlitary. And then the one in 1997 was positive.

The initial one was negative, suggesting that this
i ndi vi dual sero-converted during his mlitary
servi ce. So that's one seropositive -- sero-
conversion that we have of the 12 that were found
to be Western Bl ot positive.

The second specinmen, nunber 2, this is
a bit hard to wunderstand perhaps, but their
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ant ecedent speci nen date precedes when he cane into
the mlitary. A specinmen was drawn, presumably in
"91. Yet he was shown his accession into the Arny
in '95,

Well, the best explanation 1've had
fromthat fromthe DMSS was either this individual
was in a delayed entry thing, where he had his
bl ood drawn from an earlier physical, then waited
around a while before he cane in -- that seens an
excessive period of time to nme --

But the other explanation is perhaps he
was in another Service and then crossed over to the
Arnmy, and we showed his accession date as '95 in
the Arny, but it was probably another Service
We're going to |look at that further and see if we
can solve that.

So we don't know if he actually sero-
converted while he was on active duty, because his
positive Western Blot, again, was drawn in '97.
His initial specinmen was drawn in '91, Soneti ne
during those intervening six years, he sero-
convert ed.

DR. OSTROFF: Can | ask -- | nean, it
says he's only 22, so in 1991, he would have been

how ol d?
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CDR. McBRI DE: Fifteen or sonething.
He was really an wearly entry, so that's a
significant concern. But it's only one, and we'l
have to confirm those dates, but that's what we
were given fromthe DMSS | ast week.

So the remminder of the antecedent
serum speci nens were positive, and then you see the
| ast three that are shown, they happen to be both
of the Air Force cases and one of the Marine Corps
cases. There wasn't an earlier specinen avail able.

So all the other ones were positive,
and sonme of them were positive early in their
mlitary career, sone after sone years, so we don't
know for sure if they mght have sero-converted
before the antecedent specinen was drawn, but |
guess we can only say that we had one clear
conversion anong these 12 that were found to be
seropositive.

So these are the findings from the
sero-survey. Let ne conclude with this slide here.

The concerns exist regarding the quality and
conpl eteness of the data, and t here's one that you
brought to ny attention that we'll have to clarify.

But then there is -- | think there is
sonme uncertainty remaini ng about the true burden of
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di sease of Lyne disease in the mlitary. There are
data frominpatient and reportable events data that
suggest that there's a dimnishing trend, and then
there's ADS data that suggests that it's stil
there and a concern. So this is sonething that we
have to try to cone to grips with and to clarify.

However, in this sero-survey, the very
| ow nunber of sero-conversions, one, possibly two,
suggests that Lynme disease is really not a concern
in our population and that our people presunmably
are not significantly exposed to Lyne disease
And, of course, this would benefit from additional
studi es, but these are the results fromthe survey
that | wanted to share with you

Just to close off, | want to just
acknow edge the assistance of these good fol k here:

Col. Sanchez, Cdr. Richards from USUHS, Capt.

Hyanms who made the blood available to us and
provi ded sone assi stance, and then the good people
fromthe DMSS and the data they provided us.

That concludes ny presentation. Are
t here any questions or comments? Dr. LaForce?

DR. LaFORCE: Well, congratul ations.
This was -- | renmenber the neeting when this cane
up, and | particularly renmenber the cluster of Lyne
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di sease cases in Hawaii. And the experience that
was described a year or two ago was exactly the
sane experience |I'd seen as a clinician for 20
years.

The serologic testing was so flawed
that you end up with a large group of individuals
t hat you never quite know what it is --

CDR. Mc BRI DE: This 1is serologic
testing that's flawed?

DR. LaFORCE: Oh, yes. Ch, the
serologic testing is -- unless you have it |inked
with Western Blot, as you did -- this is why I'm so
happy --

DR. OSTROFF: O with clinical illness.

DR. LaFORCE: Right. Clinical illness,
but the sort of stand-alone serology is, again, the
Issue that really causes enornous problens for
clinicians in this area.

I think you now have very clear data
that this is a nonissue or -- | nmean, | would have
to be convinced otherwse, and it, | think, would
be consistent with pretty nuch everything el se that
we've sensed was probably going on wth Lyne
di sease.

Steve, what did you think?
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DR. OSTROFF: Well, vyes. I nmean, |
can't enphasize it, you know, enough, what Mark
just said, which is that just doing serology
outside of the setting of the conpatible clinica
il ness or with a confirmatory test just wll
m slead you in a relatively |lowrisk population.

And |I'm actually sonmewhat surprised that there
aren't nore Western Bl ot positives, because they do
engage in, you know, sonme relatively high-risk
activities.

| guess one of ny questions would be in
terms of the data that you presented from the
out patient setting. What informati on do you have
about, for instance, where those diagnoses were
made geographically, and what tines of year they
were made and things |ike that, because that would
give you a very good idea of whether or not what
you're looking at is real or whether it's not real.

I mean, those diagnoses should only be
occurring in certain very specific geographic
areas. They should be occurring during the high-
risk summer time periods of the year. And so you
could tell pretty easily whether that data is valid
or if it's invalid.

CDR. McBRIDE: W can do that. W can
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go back and identify where these diagnoses were
made or the discharge diagnoses were had. One
concern, of course, with our transient popul ati on:

They may have been exposed sonepl ace, to sone --
and then perhaps transferred, and not brought to
the attention of Medical at a different geographic
| ocation. But, nevertheless, we can do what you' ve
expressed.

DR. LaFORCE: Yes.

COL. BRADSHAW  Just a caution. | was
| ooki ng at your slides, and |looking at the slides
for honme of record, it pretty nuch reflects the
t ax- exenpt st ates.

CDR. McBRIDE: Thank you.

(General | aughter.)

COL. W THERS: It shouldn't, because
they're not the sane. | nmean, our residences and
our honme of record are two i ndependent -- well, not

I ndependent, but they're different.

COL. BRADSHAW But if you |l ook at 685
from Texas and 300-some-odd from Florida --

COL. WTHERS: WMaybe you're | ooking at
resi dences, not honme of record.

DR. LaFORCE: O her questions? Yes.

COL. SM TH: I have a concern, Wayne,
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about m sdi agnosis of Lyne's because | think quite
often it's not diagnosed. And |I'm wondering if you
have any hint of -- could you have used the serum
repository, sonmething of that nature, to pick up a
nunber of people that, in fact, were Western Bl ot
positive but were never diagnosed with Lyne's
di sease, because | do wonder iif you've got a
significant nunber of people who sinply haven't
been di agnosed. It's very difficult to diagnose
it. I know, I've mssed it nyself a couple of
times and then had to diagnose in retrospect.

CDR. McBRI DE: I don't have an easy
answer for that, but what | did do |ast week was
asked the DMSS, even though there were no personal
identifiers on these cases, did it have birth
dates; did it have sone denographi c data.

They went back and | ooked at all the
cases that were reported in the mlitary, and they
matched them wth birthdays and the other
denographic features that we have on these 12
cases, and they found that there were none that
mat ched; there were no cases that we've had that
correspond to the 12 Western Bl ot positives that we
f ound.

COL. DeFRAI TES: Thi s IS Col .
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DeFrai tes. Just to clarify, this population that
we used for the sero-survey was a stratified,
random sanpl e of persons on active duty in 1997,
wi thout regard to their |ocation. Starting with
that population, the ELISA was done as the
screening test.

So are you thinking that there are
peopl e who are Western Bl ot positive who are ELI SA
negative?

COL. SM TH: Well, the serology, like
you say, is so confusing that sonetines your ELI SAs
just totally confuse you. I'"m wondering if you
just did Western Blots that --

COL. DeFRAITES: Well, | don't know |
guess you'd have to look at the dynamcs of the
anti body to see. I don't think so, though. I
think the ELISA-- if you're negative ELISA
negative, you can be Western Bl ot negative.

DR. OSTROFF: But there is one point
worth nentioning, in that sonme of these people
could conceivably have been exposed in Europe,
where, of course, the Lynme disease and the
organi snms thensel ves are not the sanme ones that we
have in the United States. And I"mnot quite sure
how good our ELISA and Western Bl ot performfor the
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Eur opean variance of Lyne disease. So that's one
potential thing to think about.

DR. LaFORCE: Well, | would say the
Eur opean - -

COL. DeFRAI TES: The vaccine is only
effective against the strains in the United States,
so for purposes of |ooking at vaccine policy, this
is still probably --

DR. OSTROFF: Well, that's right. But,
| nmean, if you're interested in know ng whether or
not sone of these ELISAs may actually be positives,
you would have to go and follow up through the
Western Bl ots.

LTC. KRAUSS: Col . Krauss. | just
wanted to comment on the ADS data, because as |
reported yesterday, in the tuberculosis field, it
just didn't relate to reality. When | was at
Madi gan, | wused to routinely follow up all the
serology for positive Lyme titers, wusually the
ELI SA.

And what | found was neurologists
routinely did Lyme serol ogy on anyone who had any
neur ol ogi cal disease, and the way that the ADS
works -- 1'm not sure if the Board has seen the

ADS, but the clinician just checks off what they're
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doing. And if they're doing a rule-out Lyne, they
woul d check, Lyme, and it would go into ADS as Lyne
di sease. There is no rule-out diagnosis on ADS.

So a neurol ogi st at Madigan would be
checking, Rule out Lynme, on all their neurol ogical
di sorders. Even though they don't think it's Lyne,
they'll check it.

DR. LaFORCE: Right.

CDR. McBRI DE: That's a very good
point. Thanks a |ot.

DR. LaFORCE: But, again, the power of
a random zed, stratified sanpling is to answer the
question: Is this a problemin the mlitary? And
the answer clearly is no.

CDR. Mc BRI DE: W have one nore
comrent .

LTC. FONSECA: Just for Dr. Ostroff and
the others who are wondering why it wasn't higher
than they expected, even though we go crawing
around in the woods, and even though the personal
protective neasures that soldiers, sailors, airnen,
and mari nes take may not be as high we would |ike,
they're still far higher than what civilians do,
crawming through the woods, |ike the pyrethrin-
treated uniforns, for exanple.
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So there's other personal protective

nmeasures that would mtigate the tick-borne di sease

risk.

COL. DeFRAI TES: There's al so anot her
I ssue, | think, with Lyme, and that is the practice
that | saw It's anecdotal, but there's the

practice, for exanple, at Fort Dix, New Jersey,
where persons who conme in with a tick attachnment
are treated with antibiotics. And I think if that
practice is w despread, this may blunt some of the
anti body response, if that's w despread. | nmean,
that's just a possibility.

The other thing about ADS is that,
again, | agree with Dr. Krauss. You don't know
what that visit was for. If they cane in with a
tick attachnment, that could also be a rul e-out Lyne
or possible Lyne condition, so it could be a nunber
of things.

And | think | ooking at the geographic
distribution will help sort that out a little bit,
but | would suspect the sane thing, that that's why
you have patients in Hawaii being evaluated for
Lynme di sease, S sone are t he chronic
mani f estati ons --

DR. LaFORCE: Thank you.
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COL. DeFRAI TES: Can | ask one --
what's the rationale behind treating anybody wth
a tick attachnment with antibiotics?

DR. LaFORCE: No, no. Don't ask.

COL. DeFRAI TES: The rational e? I
think the rationale is you do what you can for the
patient that's in front of you. A lot of these
guys at Fort Dix are reservists that are going
honme, and so the doctor feels like they got to do
sonet hi ng. Besides, it's the Air Force doing it,
so | don't know why.

(General |aughter.)

COL. DeFRAI TES: The Air Force is
responsi ble for nedical care at Fort Di x.

COL. DI NIEGA: We added three speakers
at the last mnute, and Col. Grabenstein is one of
them M. Carr; and, | think, Col. Rice who's not
here yet. And | just want to thank them because
It was very last-mnute. | think |I talked to John
on Thursday or sonething, you know.

LTC. GRABENSTEIN: Forty-eight hours is
advance planning for us, so that's not --

COL. DI NI EGA: So | want to thank the
| ast-m nute speakers for making tinme on their
schedul es and rushing to get here.
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And then one other rem nder for
everybody, the Board and audience. If you can
remenber to sign in, because we need a sign-in for
both days. You don't have to repeat everything on
t here. Don't put your e-nmail again if you signed
it in once and your phone nunber, et cetera.

DR. LaFORCE: Col. Grabenstein.

LTC. GRABENSTEI N: Thank you. My nane
I's John Grabenstein. I'm the deputy director for
t he Ant hrax Vaccine | nmmunizati on Program Agency, a
cell within the Ofice of the Arny Surgeon Ceneral.

Col. Diniega and Dr. LaForce asked for an update
on the controversy or the uproar regardi ng anthrax
vacci ne, which those of you who have been reading
t he newspapers have a piece of.

I am in briefing fatigue and have
forgotten to bring out a handout. "Il leave the
hard copies with Col. Diniega and can provide e-
mai | copies to anybody who's interested.

The controversy, where does it al
start? | think the start cones fromthe assertions
of the unexplained illnesses anong Gulf War
veterans, but took on life of its own, thanks to
t he technology of the Internet, wi t h ant hrax- NO
listservs and anthrax-NO web sites of various
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sites.

There have been now seven congressi onal
hearings, primarily focused with a very skeptica
audience, if | may say, in the Conmmttee on
Governnent Reformin the House of Representatives,
and a relatively good reception in the House Arned
Services Committee.

What you have seen in the newspaper

nost recently: The Atlanta Journal had the

headl i ne, "House Panel Ri ps Anthrax Vaccine," about
a week, and it was the draft version of what was
witten by the majority staff, not yet adopted by
the commttee or the subcommttee from Congressnan
Shays' subcommittee on international relations of
the Commttee on Governnent Reform about a week
ago, ten days ago.

There al so have been six GAO studi es of
varyi ng degrees of inquiry. | would submt to you
t hat sone reporters have done an excellent job of
trying to riddle out the facts and figure out the
all egations fromthe facts, but not all reporters
have done that.

And one thing that, if | can categorize
it, I would call it dueling quotations. Sonebody

woul d say, The moon is nmade out of green cheese,
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and then, But the Departnent of Defense denies
this, and wi thout getting far into the facts of
what is known, how should quotes be understood,
what's the theoretical -- you know, whether this is
just abstract speculation, or whether there's
scientific basis to the assertions.

And one of the problems wth the
public, | think, is that not nmany people understand
in an objective way the difference between a
coi nci dence and a cause-and-effect relationship.

Epi dem ol ogi sts deal with this all the tinme, but
it is not common public understanding.

There have been various subtangents to
all of this assertion, that the vaccine was
Intentionally or unintentionally spiked wth
mycopl asma, a finding disproven at USAMRIID in a
variety of ways; the assertion in the nedical

journal of Vanity Fair in 1999, that the Governnent

had i ntentionally put squalene into the vaccine.
That assertion has now norphed into an

article in the February 2000 i ssue of Experinental

Mol ecul ar Pat hol ogy, in which the sane aut hors, now

in a reportedly peer-reviewed journal, that does
not make that reaching assunption, but sinply says
that, Golly, there are anti-squal ene antibodies in
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Gul f War veterans.
Col. Carl Alving and | have proposed a

letter to the editor, to Experinental Mblecular

Pat hol ogy, which | have a verbal understanding is
accepted, that refutes the tenuous scientific basis
of that finding. And this is a nere sunmmary.

Now, who questions anthrax vaccine? |

have crafted this slide, intending to give due
credit to honorable people. I do not nean to
criticize people at all, as you'll see from the

vari ety of categories.

We are increasingly aware there is a
subset, a pretty small subset, | think, of the
popul ati on that think that vaccines are unnatural;
people who are very hyper-concerned about side
effects; who dislike things nmandatory; who pay
attention to 60 Mnutes and simlar prograns
intensely and respond to alarms, is how |
cat egori ze t hat ; di strust t he i nper sonal
gover nment .

I was at Pope Air Force Base yesterday,
giving a briefing to the nedical staff and the w ng
and squadron commanders there, and one of the
preventive medicine physicians made the coment
that what we nmay be seeing is a |lot of referred
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anger, people angry at the Governnent for one
reason or another, taking it out on the vaccine.
And | think that's not an unreasonabl e assertion.

Fear of needles; never thought about
vacci nes nmuch before, and all of a sudden this is
in the news, and they don't have a factual basis
upon which to judge vaccines, so they are, to sone
extent, at the whimof the w nds.

There is a very small subset that
thinks that it distracts from nucl ear disarmnent
I ssues. Some of the issues, | think, with pilots
relates to disruption of primary inconme; doubt or
deni al of bi ol ogi cal warfare or bi ol ogi cal
terrorismas a threat; and certainly a variety of
ot hers. This is nmerely a beginning to try to
categorize these folks, and to make the point that
It is not a nonolithic group at all, and many of
t hese subgroups have very honorable intent.

I think Mrt WAlker wunderstood this
extremely well when Doc asked Sgt. Snorkle which
arm he wanted the vaccination in, and he grabbed
Beetl e Bail ey's.

So how do we handle this? We keep
ourselves rooted in the facts, because if we stay
with the facts, we can't go too far wong. And
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this is the sunmmary of the efficacy data for this
vacci ne.

Human studies, primarily the Brachman
study, as many of you are very well aware, where
t he vacci ne worked against both inhalational and
cutaneous anthrax, statistical tests providing
limtations certainly, but the CDC observationa
study that followed on showed disease in the
unvacci nated group and no di sease in the vaccinated
group if you got at |east three doses.

And then the animl chall enge studies,
whi ch, for the other biological warfare threats. is
going to be the only kind of efficacy data that we
have, after all, or the primary, |I would say.

But in Rhesus nonkeys with masks on
their face, delivering hundreds of time the |ethal
dose of anthrax spores, 95 percent protection; in
rabbits, 97 percent protection; in guinea pigs, 22
percent protection, but the pathology and the
i mmunol ogy woul d suggest that the first two ani mal
species may be nore relevant to humans than gui nea
pi gs.

Not hi ng makes ne angrier than the press
reports or the assertions on a certain hill in
Washi ngton, D.C., that there are no safety studies
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of this vaccine. There are, in fact, 12. And the
sanple sizes for these studies ranged from the
dozens to the thousands, and not all of which are
publ i shed.

And one of ny goals for the year 2000
is to get as many of them published as we can. |
can provide you detail on any of these, and | think
| have in various forns in the past.

Next on my list of irking remarks is
that there have been no -- that we really ought to
have i ndependent scientific review of this vacci ne,
and in fact, a retired three-star general had that

in the op ed piece, front section of the WAshi ngton

Post, Sunday edition, op ed section a few weeks
ago. Thank you very nmuch, General; we've been
doing that for quite some tine.

The FDA panel was convened in the late

'70s, reported in the Federal Register in 1985;

your sel ves have been watching this for quite a few
years.

The Advisory Comm ttee on | nmmunization
Practices has reviewed the vaccine in general and
has a working group on bio-defense, which is at a
very advanced draft stage of having an ACIP
statenment on anthrax vaccine, odds are, you know,
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Gd wlling and the river don't rise, to be
approved in June or so, to appear in NWR in August
or so. Qbviously that's contingent on approval of
the docunent, but that's the way things are
| ooki ng.

We refer every VAERS form on anthrax
vaccine to a separate commttee, chosen by the
Departnent of Health and Human Services, called the
Ant hrax Vacci ne Expert Commttee. They are -- we
met | ast week in Rockville at the HHS building to
work on their first-year report, and they were
doing their strategic planning on which anal yses,
which stratifications to report out on that, and
the intent is to produce a nanuscript to be
submtted to JAMA

At Johns Hopkins University, there's a
set of folk with sone liaisons, | think, fromthis

room the Working Goup on Civilian Bi odefense,

publ i shed - - that's the Engl esbee [phonetic]
article from JAMA of several nonths ago, | ast
spring, | guess, and Dr. Burroughs' review, a

menmber of the National Acadeny of Sciences.

W are contracting -- we are in the
contract negotiation stage with National Research
Council, NRC, to do a soup-to-nuts, absolutely
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every fact ever gathered, open public session,
review of the vaccine. The assunptions are that we
wll -- an OMstyle expert conmmttee.

The assunptions are that it will begin
Its proceedings in the late spring and may take two
years to produce its final results, with all the
quality controls that they have to their products.

There's some e-mail traffic that |
don't know fully, but there's a possibility of a
letter of findings from a previously established
|OM commttee on what their opinion of anthrax
vaccine in relation to Gulf War illnesses is to
date. | don't know that as a solid -- nore solidly
than 1've described it.

What else are we doing? We have a
finite anount of vaccine, and we are awaiting the
licensing of the new facility in Lansing with the
Joint Program Office for Biodefense, collaborating
very intently with BioPort to get that |icensing

acconmpl i shed as soon as possi bl e.

Qur safety -- | showed you 12 safety
st udi es. W are not done collecting safety
I nformation on ant hrax vaccine. W never wll be,

as we are not with any vaccine or any drug, and

certainly a wide variety of efforts underway as
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well, key anpbng them being additional |ong-term
safety studies, and | enphasize the word
"additional ," in addition to the ones we already
have from the Special |nmunization Program at
USAMRI | D.

| have a couple of slides I'll show you
here of sone tenporal nedical database studies. W
are doing relative risks -- me, I"'mnot. The good
folks at Arny Medical Surveillance Activity,
Def ense Medical Surveillance System as well as the
Naval Health Research Center at San Diego are
wor ki ng on database studies to conpare vaccines to
non-vacci nes and even vacci nes before and vaccines
after vaccination. And we've got one set of
reports that are in their quality control edits
now, with additional studies to follow

As you may know better than |, there is
a proposal for DoD/ Veterans Affairs mllennium
cohort study or very large |ongitudinal study. W
will be able to ask anthrax questions of it, and
one of our foci is reproductive health in all of
these efforts.

Education tools: Wb site keeps
getting expanded and expanded. W are on the road
constantly. Sonmebody is giving briefings or
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I nformati on updates to a variety of constituencies;
working with the CDC on perhaps hosting a neeting
in the spring with the Mlitary Coalition, the
Retired Officers Association, and the NCO
Associ ation, and the various proponency groups for
service nenbers, retired and active and reserve,
for that matter.

We have a video that has just finally
gotten its final approvals. W're working on the
di stribution plan now, as an educational effort, a
CD-ROM a little bit further back. OQur 877 nunber
gets about 80 calls a nmonth. Our e-mail question-
and- answer service gets about 160 inquiries a nonth
on aver age.

One of the |leading proposals out of
sone nmoney provided to the CDC for anthrax safety
research is a proposal that Col. Engler, Renate
Engler, is essentially the lead for, and that is to
put some teans of nurse practitioners and support
personnel in sonme settings, the nunber to be
decided by the budget, to assist in working up
adverse event cases; for exanple, Guillain-Barre
cases or optic neuritis cases or cases of interest,
so that we get full information on them in nore

detail that we m ght otherw se, and al so providing
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outreach education on a nore regional basis.

We have pilot data that would suggest
that giving -- renoving the two-week dose and
changing the route to intranuscular is just as good
I mmunogenically and safer in terns of 1injection-
site reactions. CDC is about to issue the request
for contracts for the larger, 1,500-, 2,000-person
study that would be the definitive neasure in that
regard.

NRC review, |'ve nentioned the AVEC
report pending, the ACIP recomendati ons pendi ng.
There will be nore animal challenge studies.
There is a reconbi nant protective antigen vaccine
that is nuch further behind or nuch further back in
the pipeline. USAMRIID and NI Al D are col |l aborating
on that effort, but it will be quite a few years

bef ore that progresses.

This is tenporal trend data; this is
ecologic data, subject to all the limtations
thereunto attached, but to worry -- this is Defense
Medi cal Surveillance System We've had assertions
that the anthrax vaccine is killing people, so we
| ooked at crude death rates, actually death due to
i1l ness.

These are rates, annual rates per
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100, 000 active-duty personnel, and so your odds of

dying of illness while on active duty had been

about 1 in 10, 000. | do not assert that it is

falling. | sinply assert that it is not rising.
And t hen down here you see

hospitalization rates for Guillain-Barre, for
erythema nultiforme and for aortic aneurysm
various stories behind why each one of those is on
this list. But, again, | do not assert that these
rates are falling. | assert that these rates are
not cli mbing.

So where do we go from here? Col .
Di niega asked ne to speculate on how the Board
m ght help or at |east begin the consideration for
your di scussion. And we certainly have a very
active effort on Capitol H Il to try to explain the
val ue of this vaccine to people. You have gone on
record in the past regarding your perceptions of
t he value of the vaccine.

Perhaps an update along those |ines
woul d be appropri ate. Perhaps an article or an
editorial for one of the mainstreamjournals would
be appropriate, fromyour perspective in analyzing
the val ue of the vacci ne.

And on the plane flight down here, |
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finally got a chance to carve out tine to read your
big red book, and we are grappling with how to
I npl ement all the good ideas in there and make t hem
happen and find the noney and figure out the
structures for getting the education acconplished
and getting the resources for the personnel, not
just to vaccinate the troops but to vaccinate them
well and with high quality and with educati on and
I nf ormati on. And we certainly do not have the
magi ¢ answer for that yet, but it is very inportant
to us.

One of the things Col. Engler and I
were specul ating about down in Atlanta a few days
ago was whet her or not we should have a |ist of who
t he vaccine-givers are and that they have to have
gone through at |east a certain nunber of hours of

vi deot ape wat chi ng or sone m ni nrum st andard.

We are still at the very early stages
of figuring out where to proceed, and |I'm sure
ot hers have thought nore about this than I. And in

your big red book is nentioned at several points
sone sort of steering group or working group or
advi sory group or what have you, that would focus
on not vaccine policy but vaccine inplenentation,
and what shape that takes is a subject of interest
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to us. | do not claimto have the answers at all.

['"ll pause there and see if | generated
any questi ons.

DR. LaFORCE: Questions? Col. Diniega.

COL. DI NI EGA: Isn't there a danger, a
consi der abl e danger, when you treat this |icensed
vacci ne unli ke other |licensed vaccine, and you just
draw nore attention and raise suspicion that there
m ght be sonmething wong with this vaccine?

LTC. GRABENSTEI N: Much ado about
not hi ng.  Yes. But the dilemm, | think, is with
all the disinformation circulating, you have to
have a pro-information initiative.

COL. DINIEGA: That's true, but | take
Issue -- the issue | have is this credentialing
busi ness for vacci ne providers.

The ot her comments: | think the Board
is willing to help, and we can discuss that |ater
on in the subcommttee, as to how they can hel p.

DR. LaFORCE: VWhen | spoke with Phi
Brachman -- this would have been mybe about a
nonth ago, when | saw him-- he wanted -- | was
sort of bringing himup to date in ternms of all of
the informati on that we had received on AFEB. And
he made a specific request as to why this sunmary
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hadn't been sent to the MWWR, to use the MWR
really as a vehicle, to actually get sone of the
information that you've so carefully pulled
t oget her.

And he -- and |I'm sort of asking the
question through Phil, who said, CGee, if you could
just put that on the table, he said, that m ght be
a way of hel ping things al ong.

LTC. GRABENSTEI N: And other than a
qui ck sunmation for the MWRR -- | nean, the ACIP is
pursuing the proper |ong-range goal of the --
essentially the review article and the policy
article, which is just the wheels of the machine
take nore nonths than we'd prefer sonetines.

There was a good review article by Dr.
Friedl ander, Col. Friedl ander in JAVA, Decenber 8
or so, which reviewed sone of the efficacy data as
wel | .

DR. OSTROFF: | seem to renmenber about
si x nonths ago, we actually had sonme e-mail traffic
back and forth, about putting sonething in the MWR
that was going to review sort of sonme of the safety
data, and it just disappeared.

CAPT. TRUWP: No, it hasn't.

LTC. GRABENSTEI N: Yes. Some of the --
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the Tripler study, the Korea study wll| appear --

| guess it's in press; | think it's been accepted
now. |It's alnost been accepted.
CAPT.  TRUMP: I think it's been

accepted. Yes.

DR. LaFORCE: Accepted where?

CAPT. TRUWMP: MWR, in collaboration
with --

LTC. GRABENSTEI N: But it's safety
only, not efficacy.

CAPT. TRUMP: And then the separate
issue is the ACIP recommendation, which is a very
extensive review of safety and some of the issues
like, you know, prom sing information about
alternate routes, shorter nunber -- smaller nunber
of doses.

DR. LaFORCE: Ri ght . And that wll
appear as the separate little nonograph that's part
of that series. Right?

LTC. GRABENSTEIN: The indication is it
woul d be a supplenent, and, in fact, the fellow
who's in charge of turning those supplenents into
CME articles says he wants to turn it into a CME
article, which is --

DR. LaFORCE: Okay. Stan?
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DR. MJSI C Do you have any kind of
sunmary of adverse event data that you could
qui ckly show us, so that we could see what this
vacci ne does in --

LTC. GRABENSTEI N: On ny laptop | do,
and we had trouble getting the wires connected. Do
you want a verbal or -- | nean, how many m nutes?

One m nute or --

DR. MUSIC. The chair has to --

DR. LaFORCE: No nore than five.

COL. DI NI EGA: Col. Bradshaw had showed
sone data, and thought that you would go into it a
little nore.

LTC. GRABENSTEI N: Yes. | nmean, this
vacci ne causes injection site reactions. Let ne
talk -- [I'Il separate common events and rare
events.

Commmon events: Vacci nes hurt. Thi s
vacci ne causes subcutaneous nodul es. Thirty
percent of nen, 60 percent of wonen have an
I njection site reaction. See, | really do have
this nmenorized.

This is injection site reactions, and
the following one will be system c events.

There seens to be a bias. If you
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collect data in an occupational health nopde, you
get | ow nunbers. If you hand out surveys to
people, as we do in the nodern era, you get higher
numbers.

And shots hurt. Between 30 and 90
percent of people report a subcutaneous nodul e.
The injection site reactions less than an inch are
about 30 percent in nmen, roughly 60 percent in
wonen. Larger becone rarer, and depending upon
which study, it's either less than 2 or less than
1 percent have a really big reaction.

DR. MUJSI C. s this supposed to be IM
or subcu-?

LTC. GRABENSTEIN: This is adm nistered
subcu-. If you admnister it IM these rates fal
to single digits, 5 and 9 percent-ish, and in 173
people, | don't think they had one this big.

And here are system c events. Let's
use the survey style, which is nore akin to what we
do nowadays. There's a background risk of
headache, sonme anount of fever, but the | argest
nunber here 1is nmnuscle ache. These are al
transi ent events, disappear -- self-resolve within
essentially 48 hours, plus or mnus. So these are
t he common, expected side effects.
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We think if we can change to I M we get
rid of a lot of this. [It's just -- that study has
to go out in real tinme to support nodification to
t he package insert.

| am drafting a policy for Dr. Bailey
to consider, which would essentially create a
corporate standard for individualizing care to
sonebody who has had a bad injection site reaction
in the past, enabling them to go to IM in that
i ndi vidual, recognizing that as a corporation, we
can't choose to consciously deviate from the
package insert en nasse.

DR. LaFORCE: Ben? Steve?

DR. OSTROFF: One question | have: I
mean, you know, to sone degree, in looking at this,
it's like you're a salnmon swi nmmng upstream
agai nst the tide of people who are so unhappy about
this particular problem You had this whole |ist
of potential reasons why people are so unhappy.

VWhat sort of behavioral research is
going on, to try to address this issue, because
this is not going to be just an issue for anthrax
vaccine; it's going to be an issue that you're
going to have to confront every tinme you try to put

in sone sort of a new intervention.
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LTC. GRABENSTEI N: There is one effort

underway with George Washi ngton or Georgetown --

forget which -- taking advantage of a VA contract
vehicle, to look at risk conmunications, but I'm
not satisfied that that answers -- that study is

going to answer your question, and | think we need
one. But | don't know how to -- who to approach or
how to descri be that.

CcoL. DeFRAI TES: Thi s is Col .
DeFraites. It's very interesting in the nmeantine
since the Gulf War. We instituted the policy of
uni versal hepatitis A imuni zation and the vacci ne
that is really licensed, and we basically were able

to inplement that across the board with hardly a

whi nper .

| think there's a lot to be said about
what IS t he dynam c of this particul ar
I ntervention. I don't think we got that problem

wth every intervention. That's the point | wanted
to make. But | think there's sone special things
about anthrax vaccine that nmake it special.

| think there's a high hope -- there's
a lot that we can | earn about this, and | just hope
that we're able to capture a |l ot of this.

COL. BRADSHAW This is Col. Bradshaw.
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I think speaking to that issue, if you |ook at
hepatitis A, it's a two-shot reginen, and the side
effect profile for that vaccine is anong the | owest
of any vaccine. And | think the fact that it's a
Si x-shot reginen over 18 nonths and it uses an al um
adjutant and it's a fairly reactogeni c vaccine are
two of the issues that make -- and the other issue
is the fact that the perceived threat is still not
bel i eved by a | ot of people, and --

COL. DeFRAITES: Well, there's another
trade-off with hepatitis is that you said, now you

no | onger need to get the ganma gl obulin shot; you

can get the hepatitis A vaccine instead. And |
think if there was anybody who doubted, | think
that won them over, if there was anybody who

guestioned --
DR. LaFORCE: Finish --
COL. BRADSHAW That was basically it.
| think that there's a lot of opportunity with the
si x-shot reginmen for people to associate a clinica
event with a shot. There's about -- a nornal
average person, nmale, has a little over two visits
a year; female, a little over three visits. And so
you get six shots over 18 nonths; you have a | ot of

opportunities to coincidentally associate an
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untoward event with the vaccine.

And then just the fact -- just to get
rem nded every few nonths or weeks that this thing
does hurt when you get it, and then when you
perceive that there's not a big threat, and then
you have the other issues of Internet, the power of
the Internet, the geonetric spreading of runors,
t hose are issues.

DR. LaFORCE: Yes.

LTC. FONSECA: I"d like to comrent on
what Dr. Ostroff brought up, because that's exactly
what | was going to say. Right now, all of those
on the list of Whay would you distrust it, all the
things that you' ve nentioned so far are good, but
t hey woul dn't change the mnd of virtually anybody
on that |ist.

So even if you push MWR, you're going
to convince nedical people, and that's good. But
the real problem that we found out is all the
veterans of the Storm after the Storm which there
are several in this roomthat dealt with the Gulf
War right when it was fresh

And what we |earned at that tine -- and
it's in Joshua Lederberg's report, the very first
| OM report, that a large portion of this problem
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t hese things that happened after wars, was related
to trust versus mstrust, and that the underlying
theme -- and it doesn't matter whether it's anthrax
now or PB or whatever it is the next tinme -- until
we grapple with the issue, How do you get nopbst of
the Service nenbers to trust the Services and the
Governnment, that we care about them as individuals,
this is going to happen over and over and over
agai n.

So what | woul d suggest to the Board is
that you reach out in nmore of -- the mlitary
soci al workers have done a lot in this area. There
are sociol ogists at WRAIR who' ve | ooked into this.

The psychiatry department at USUHS has | ooked into
this, and to deal with our problens.

I t hi nk one of t he strongest
recommendations that you could give is sonething
that's not nedical at all, and that is getting:
What steps can the mlitary take -- and | think
we're on the right track right now, with inproving
housi ng, inmproving health care.

One of the coments that is in the
medi cal world: When we first started the CCEP and
we brought in all of the CCEP providers and we
tal ked to them what they alnost uniformy told us,
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why people were raising their hand, active-duty
menmbers, was that they thought they could get
better care going through the CCEP and see what
ki nd of providers they wanted to see, that their
access to the kinds and ways of providers they want
was inproved if they raised their hand and they
said they were a Gulf WAr person, rather than just
the average Joe with a back pain or knee pain or
rash or whatever.

So there's a lot of things on there
that are going on right now, so the political
environnment is such that they want to inprove the
quality of l|ife of service nmenbers, and | think
that would go a long way of gaining one's
background, but making recommendation to the DoD
that could have nmuch nore w despread benefici al
| npact than purely staying in the nedical world.

DR. LaFORCE: Yes, Rosemary.

DR. SOKAS: | have a question. | know
Col. Warde presented in the past that in G eat
Britain, | think, the use is now voluntary or
people get to choose. And I'mjust curious, maybe
not today, but, you know, what the acceptance rate
has been. Has there been different health

conmuni cati on? How has that worked out?
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COL. WARDE: The program was al ways
vol untary. It's discontinued, because vaccine is
not available at the nonent. And it was only
offered for troops going to high-risk areas. And
t he acceptance rate was 30 percent.

VO CE: But all your imunizations are
vol untary.

COL. WARDE: That is true.

DR. LaFORCE: Col. Bradshaw?

COL. BRADSHAW Actually, 1 was just
going to follow up on that, but he said what |
wanted to point out, which is the acceptance rate
of anywhere from 30 to 80 percent naybe is one of
the better nunbers that 1've heard in sonme units,
but it's unit-specific in tinmes, and 30 percent, |
think, is the nunmber that you had given us before
as nore the broad perspective.

And for a threat that is 99 percent
|l ethal, to expect that perhaps two-thirds of your
force would be lost in a mssion, in effect,
think is unacceptable for us. And it's not that we
don't have other vaccines that are mandatory. We
have vaccines that are mandatory for going to
school, for going to college, vyou know, for
doing -- you know, occupational. So it's not that
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this is that different.

DR. LaFORCE: Okay. Yes.

COL. BRADSHAW  Just back to the topic
of expert articles, John, just help nme, because
Friday | saw e-mail traffic about an article that's
com ng out, apparently a strong article in the

Journal of Aerospace Medicine, but it didn't say

who wrote it.

LTC. GRABENSTEI N: It's the Health
Affairs team with --

CAPT. TRUMP: Mazooke, Cl aypole, Trunp,
Bail ey --

COL. W THERS: That's comng out in

March Aviation, Space Environnmental Medicine. O

course --

DR. LaFORCE: On the anthrax vaccine?

CAPT. TRUWP: well, it's on force
health protection, with the anthrax vaccine as the
exanpl e of why decisions are made, and based on
sci ence, hopefully, and not on political pressures.

DR. LaFORCE: Yes.

PROF. BAKER: | just wondered whether
you're anticipating that the proposed NRC review
wi | generate statenments that this is so
controversial that it's requiring an NRC review,
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and we're not going to know for two years whet her
t he NRC endorses the vacci ne.

LTC. GRABENSTEIN: | don't see the fact
that we've gone into the NRC process as a negative
at all. The only negative is that they can't
finish it by this weekend, that it's going to take
a while to get there.

But fromwhat |'mtold, the NRC and the
OMis held in very high esteem on Capitol Hill,
and they believe that their process is so rigorous
that they cone up with the right answers, and it's
well worth investing time and noney to get it
acconplished. This is all --

DR. LaFORCE: We should wrap this up.

Any ot her comments or issues?

LTC. SM TH: Just one.

DR. LaFORCE: Yes.

LTC. SM TH: John, on those vaccine
health centers, those are going to be focusing on
all vaccine adverse events or anthrax?

LTC. GRABENSTEI N: Well, primarily
ant hrax, but, you know --

LTC. SMTH. | woul d suggest that would
be a m st ake.

COL. DeFRAITES: Yes. | agree.
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LTC. GRABENSTEIN: VWi ch way?

LTC. SMTH. |If you focused on anthrax
and basically made sure that all the anthrax
reactions were worked up fully and ignored any
ot her ones, all of a sudden, anthrax woul d have the
hi ghest nunber of -- obviously, that's a problem

CDR. MURPHY: John, just to kind of
follow up on that -- Cdr. Murphy -- | commend a | ot
of work that the AVIP has done, you know, and I
think that it would be worthwhile, since we've
expended this tinme and noney and your personnel and
staff and everything, to even expand it, you know,
to make it, you know, risk comunications for al
vacci nes, so forth and so on, because, again, this
Is -- as Col. DeFraites and Col. Diniega said, it
seens as though we're pushing this one up into the
stratosphere for everyone to | ook at, where a | ot
of the same things are happening with all the
vacci nes.

LTC. GRABENSTEI N: W do try to make
sure that our policies are cogent for all vaccines.

The clinical practice guidelines on adverse events
say, Adverse events after anthrax and other
vacci nes, and there's a variety of other exanples.

We're cogni zant of that, and as soon as we get the
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ri pples died down, we'll be happy to do nore on
ot her things.

DR. LaFORCE: The only -- | would cl ose
by saying that as president of AFEB, | really have
got real concerns about -- as |'m sure everybody
here has, about the hysteria and the absolute
I di ocy about sonme of the things that get just
sinply accepted as fact, when you read editorials
I n reputabl e newspapers.

I nmean, |1'm not talking about sone

scurrilous rag. You're tal king about a WAshi ngt on

Post; you know, editorials in the New York Tines,

in Atl anta Journal and Constituti on. And t hese, |

think, are synptomatic of everything that we've
been talking about; vyou know, this sort of
distrust, this sort of masma that exists when you

tal k about ant hr ax.

Al of a sudden everybody sort of
starts feeling funny about it. And | nust admt:
| think any efforts at all in ternms of continuing

to reiterate that care is being taken, inordinate
care, in terms of this particular program-- |
think every single iteration adds sonet hing. And
| just would like to make sure that whatever use
the sort of bully pulpit within the AFEB can be of
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value to the Services, that that be used.

LTC. GRABENSTEI N: If I could, I think
the two nost tangible products would be the first
two | listed on the slide.

DR. LaFORCE: Yes.

LTC. GRABENSTEI N: The letter and
per haps sone nedical publication. And we'll be
happy to work with you.

DR. LaFORCE: Super. GCkay. Thank you
very much.

We shoul d br eak up into t he

subcomi ttees --

COL. DI NI EGA: No. One mnute.
I njury.

DR. LaFORCE: Onh, yes. I'msorry. The
back injury presentation. It wasn't on ny initial
cal endar.

MAJ. CARR: I'"'m Bridget Carr from the
Air Force Safety Center. ' m an epi dem ol ogi st
and as Col. Diniega said, | was expecting to just,

around the table, <chat wth the subcommttee
members for the injury group, so what he just
distributed were ny notes, actually, for talking
about this around the tape.

We conducted a large back injury study
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fromreports that were sent to the Air Force Safety
Center on back injuries fromcivilian and mlitary
wor kers, and sone of the notes are just highlighted
i n paragraphs that are nunbered.

Qur purpose for bringing this to the
AFEB was just because back injury is so common,
costly, and debilitating. There's a big DoD burden
in claims, and it remains a prevention challenge,
as those of you who read the literature can attest
to. We are posting a big technical report on this
st udy.

The study's nostly descriptive, and
we're | ooking for the usual suspects, such as age,
sex, tasks, and activities that were associated
with the incidents of reporting back injury.

But by reviewing these cases as they
cone into the Safety Center, we had a couple of
hunches that there was an association between
nunber of |ost workdays and whether or not the
person was a civilian worker or a mlitary worker.

And also it |looked |like there was the potenti al
for an association between the day of week and
whet her the injury was reported to be associ ated on
or off duty, so we pursued those two things.

The methods, | can skip over that. W
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del i berately extended notor vehicle m shaps,
because that's -- for one, that's another study.

We were trying to |ook nore for just people who
were doing things and specifically over-using their
back, and not just that happened in another m shap,
for exanple, in a car crash.

Qur data sources were the injury events
reported to the Air Force Safety Center. W | ooked
a little big in sone FECA clains, and then we had
t he personnel for our popul ati on denographics from
mlitary and civilian workers.

So you see we presented sonme risk
estimates for differences between mlitary and
civilian and age effects and sex effects, but just
drilling right dowmn to the three of interest, there
was three issues that we wanted to -- that we w |
be enphasi zing in this publication.

One is that for the mlitary, in case
you don't know, a reportable event, definition for
the Air Force Safety Center is that an active-duty
menber who | oses a day of work, subsequent to their
injury, becone a reportable event. And these are
for events that happened on or off duty.

For the civilian workforce, it's just
duty-associated injury events. So for the mlitary
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popul ation, in this sense, then, we watch them 24
hours a day, if you wll. There's definitely a
strong of f-duty association with reported back pain
events, and | have the risk estimates there for
you.

And on the good side, in the last three
years, that proportion has decreased a little bit
to -- what was it? -- just 28 percent over the | ast
three years, conpared to alnopst twofold when
| ooking at all eleven years rolled up.

The second area of enphasis was this
difference in days of work |ost. The crude
estimate is civilians |ost over fourfold, alnost
fivefold nore time, and because, as you m ght
I magi ne, these data are very right-skewed, it was
from one to, in some cases, 180 days, we just
anal yzed the nedian, and | presented sex-specific
and age-specific risk estimates there on the nmedi an
anal ysi s.

If you |ooked at the quartiles over
t hese statistics over the el even-year period, al
of them decl i ned. The gap, however, between the
two populations didn't, so the quartiles, if you
will, for the civilian popul ation were -- early in
the study, they broke at, say, two, four, and
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ei ght.

By the eleventh year, they broke at
two, three, and five approxi mately. The mlitary
popul ati on started at one, two, and three where the
quartiles broke, and ended with breaking quartiles
at one, two, and two.

So both declined, and this goes along
with the clinical practice guidelines for getting
people back into their normal I|ives as soon as
possible, to include getting back to work, and
that's the trend away from so nuch bed rest, so we
could see this denonstrated in our study.

But the difference between the two
remai ned, and so why were we making a point of
this? Because sonme of these tinmes off still
appeared excessive. For sonme of these in 1999,
1998 clains, there were 45, 100 days off prescri bed
for nonhospitalized, just back sprain events. And,
again, following the literature, that may not be in
the best interest of that worker. It may be in
their best interest to get, you know, back on their
normal schedule of life, to include work.

So we guess that there my be a
significant portion of civilian workers who could
benefit from let's say, nore of the standard of
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care.

As far as the day of week distribution,
we found a-- [|'lIl just cut to the bottom Iline
there -- 61 percent increase in what we just called

t he post-holiday effect. This would be the Monday
following a typical, non-governnment holiday week,
or a Tuesday follow ng a Monday governnent hol i day,
the odds were up 61 percent that it would have been
post - hol i day versus the other four days of the week
in a full week or other three days of the Monday
hol i day week.

As far as the activities, they were

absolutely all, again, the usual suspects, on and
off duty. You couldn't tell, honestly, if you were
readi ng sone of these reports. It was peopl e doing

all these things, whether they were at work or not.
So we'll junmp to the discussion.

And from here, | would just like to
present the discussion itens of interest that are
associated with our requests to the AFEB. And we
see t wo huge opportunities for secondary
prevention, and we propose doing a study to not
only find these, but to also act on them

To justify those beliefs in the study,

"1l just talk a little bit about the FECA cl ai ns.
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The | ast sheet in the notes is a cut-and-paste --
| mean, | typed in from long data sheets FECA
claims by nature of injury codes. These are the
top nine nature of injury codes. They just happen
to be in order of Air Force costs for 1998. That
was the | ogic behind how these were ordered.

But as you see, for all departnents and
for DoD civilian workers, back strain was al nost
al ways nunber one or nunber two, at |east for 1998,
and if you | ook, you know, back to 1997, this isn't
the case; other strain, contusions, and so on.

So there are a great nunber of clains

per year and a great -- they pull a lot of dollars
per year. VWen you do sone of the arithnmetic
however -- for exanple, in the back strain clains,

only 3 percent of the dollars commtted every year
are associated with new clains, so 97 percent are
cases that are older than one year, so you can
Imagine in just a heartbeat there the burden of

disability clains.

Ckay. So for our -- we would like to
review -- of course, now you're wondering why we
want to do an OWCP study, when |'m sure your

primary interest is to |look after the active-duty

wor ker . This ties to the active-duty force, we
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believe, for two reasons.

One, these dollars hog operational
dollars for the line and the Air Force, so that's
one right there. And the second is that the
| essons |earned from these studies wll apply,
because backache is sonmething conmon to humans, not
just to civilian workers. So the |l essons | earned
from these studies, we believe, wll apply, so
those would be the justifications for going into
the OWCP process. This is just a much tighter
nore controll ed group

So we would like to ook for -- we are
guessing, with -- we are guessing there's two huge
opportunities. One woul d be for case managenent,
because this is less comopn in the mlitary or OACP
system today, and we hope to, you know, find if
there is a benefit for that, and then again act on
it.

And t hen t he second pot enti al
opportunity that we conpletely expect to find is
that there is an excess of clainms, not only for
back strain but nuscul oskeletal events and job
stress or nental disease that would be associ ated
with BRAC. That's the base realignment and cl osure

process.
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For exanple, if Base X was bubbling
along with so much of an incidence for so many
years and then they come on the hit list, and a
year before, all of a sudden, we expect to find the
clainms, especially the disabling clainms, would
climb. So we would like to nodel that excess and
then turn that back into a cost benefit for a
likely intervention.

For exanple, one idea would be, you
know, as we know, these installation -- the BRACs
are com ng. Per haps these specific sites could
have an intervention, whereby there is a job
transition process, where the workers could get
nodel ed into another job, instead of realizing
Gosh, | have two years to retirenent; |'m just
going to, you know, do a disability claim or
what ever we find.

So those are the nuts and bolts of
that, and I'll just open it up for questions and
address nore specific.

DR. LaFORCE: Questions?

MAJ. CARR: Yes, ma'am

DR. SOKAS: Well, | guess these are
nore in the way of comments. One of -- | mean, on
your |l ast statenment that downsizing clearly has a
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maj or inpact, not only on the people who are
downsi zed out of a job, but on the survivors of
downsi zing, there's lots of information and a | ot
of research going on in that area.

| did wonder, though, whether there was
any attenpt to get at real risk assessnment in terns
of primary prevention. I think at one of these
earlier neetings, we had heard or nmaybe you had
even presented that the civilian workforce does
nost of the factory type work, and so there n ght
be actual reasons for some of the increase in
exposures, as well as outconmes, and that, for
exanple, looking at whether the |lifting index
that's been recomended has been applied, whether
there are actual ergonom c exposures that m ght be
altered, you know.

And this doesn't seemto address any of
t hat . And |'m just wondering what the --

MAJ. CARR: OCh, the study does, but
those kind of -- as you say, those are kind of like
no- brai ner recommendations. Those will go out, and
we don't believe there's a need for the Board to
support them because they should be universal. So
they will have a bunch of primary intervention
recommendations. W just focused on this for the

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




68

group, because we see the greater gain in dollars,
if you will, on a secondary --

Supporting the study for the secondary
prevention is a little harder, so --

DR. SOKAS: Well, that's interesting.

You know, | mean, given OSHA's experience right
now in trying to get an ergonom ¢ standard put into
pl ace, that basically, you know, falls into the no-
brai ner category. Il think it still would be
interesting to collect that information and make
use of that information.

MAJ. CARR: Yes. Absolutely. And the
other thing that -- you know, we have all kinds of
justifications for why primary prevention seens to
fail, and sone of the explanations are that, Gosh,
when you | ook around the Air Force, there are a | ot
of installations that have excellent back care
prograns going on, and there are others that have
good ergonom ¢ prograns going on, and they're all
melted in.

We | ook at this, you know, all rolled
up in one spot. There are definitely little sites
that could do better and so on. But when we | ook
at just the nunbers and the figures, a lot of this

secul ar stuff is |ost.
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DR. LaFORCE: Yes.

PROF. BAKER: | woul d wonder whether --
I ncidentally, t hank you for a very ni ce
presentation. In the mlitary, it seens to ne that

there is an opportunity for doing sort of
controlled studies of interventions, which my be
nore difficult in the civilian world, to try at
some installations but not others, to mke
ergonom ¢ changes, because the --

I nmean, there should be nobre enphasis
on primary prevention, | suspect, than there
already is, and you would have an opportunity to
perhaps install, you know, assisting devices in
some hospitals but not in others, and to actually
study the effectiveness of primary prevention
met hods.

MAJ. CARR Definitely agree. The
dat abase of the Arny just released a study Decenber
of 1999, |ooking at disability and | ooking at their
public health assessnment data prior to clains, and
found association with nore of the new usual
suspects, which are job stress, enotional stress,
econom ¢ stress, and so on, that existed prior to
them claimng disability, so it's certainly a
chal | enge.
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We have not explored the Air Force
disability data yet, but these are some of the
pr obl ens. The civilian is alnobst under better
control for us to ook at right now The mlitary
workers' clains process is just harder to find,
it's in so many databases, so --

DR. LaFORCE: Thank you, Maj. Carr.

MAJ. CARR: Yes, sir.

COL. DI NI EGA: This is Col. Rice.
She's a special project officer for Gen. Peake, and
she'll be tal king about the back injury -- | guess,

it's surveillance and prevention program that

you're looking at. You can tell us what you do.
COL. RICE: Ri ght . | didn't realize
|'d be talking to the whole group. | was going to

talk to the subcommttee, so | didn't bring slides
or anything. | brought handouts. |'mnot sure if
there's even enough for everybody in the room but
per haps you can share, and perhaps they can nake
copies if you would like to see those.
It's a special project for Gen. Peake.
It's really not on back injuries. It's on injury
prevention as a whol e.
Let me kind of give you sonme background

information so you'll understand where he was
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comng fromand where we're com ng from

The project started -- GCen. Peake's
very interested in injury prevention, and injury
preventi on, nore specifically, in entry-Ileve
training. Well, we don't have entry-level training
here at Fort Sam but we do have AIT training.

And in his interest, obviously if he's
going to have sonething done, it has to be within
his area of purview, so we did a couple things.
Initially we did a couple of neetings. Col .
DeFraites is in the back, and he did the first one
in ET injury prevention, and then he and | did a
second one together with Keith Hooray [phonetic] at
Fort Jackson on IET injury prevention neetings.

The second one was terrific. | don't
know if very many people in here have heard about
It, but that particular nmeeting was really nice,
because we did surveys of line unit nmenmbers, first
sergeants, sergeants, conmanders, and so we had not
only their participation on paper, but we had them
attend the conference, so we cane up sone really
nice strategic initiatives.

Gen. Van Alsteen [phonetic] was also
very interested and hel ped to host it, along with
Gen. Peake, and that information then went back to
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Gen. Van Al steen, just before he left to TRADOC
and he took that information with himand the plans
t hat he thought he could inplenent to TRADOC with
hi m

So out of that interest, then Gen.
Peake said, Wll, | really want to nake sone
inroads on this, help make sonme inroads, and
there's a ot of research being done, but | don't
want research in particular done. What 1'd like to
do is see some programmati c acti on.

And he asked me if I could do
sonething, and | said, |I think I can do sonethi ng,
but obviously, it would have to be here at Fort
Sam because we just don't have the power to
I npl enent sonet hing somewhere else, and | need a
staff and that kind of thing.

So this is what we took a | ook at here.

For those of you who have this handout, if you
want to take a ook at it, you can see that we just
went straight down with what we needed to do.

The first thing that we're doing here
at Fort Sam is to assess the situation. What ' s
goi ng on? \What exists at Fort San? \What is a --
it's all nuscul oskel etal injuries, active duty only
at this tine.
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Cbvi ously we are i nvol ved wi th
muscul oskel etal injuries with civilians also from
the ergonomc commttee standpoint, but this
particular project is dealing with active duty. So
we went in and took a | ook at what nuscul oskel et al
injuries there are right now. You may know from
your posts, you can't get that information on any
particul ar post easily.

If you | ook down through your slides,
you'll see that what we did was we went into the
Def ense Medi cal Epi dem ol ogy dat abase, and rather
than using those large classifications, you know,
li ke the 800 series for nuscul oskeletal injuries,
we went down individually and picked out every
singl e nmuscul oskeletal injury that we thought was
sonet hing that we could deal with, and then ran the
statistics that way.

Now, what we found was, according to
t hat data, 20 percent of all the clinic visits here
at Fort Sam out pati ent are nuscul oskel et al
injuries, which is about what you'd expect in 11
per cent of t he hospitalizations, with t he
outpatients increasing over the |last couple of
years, |last several years, and the hospitalizations
slightly decreasing.
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When we did an estimate, the estimated
costs: 2.5 mllion for the outpatient visits here
at Fort Sam and I think that's pretty
conservati ve.

The one thing that was difficult or
that was not exactly what it needed to be is that
this system takes ADS information and conbines it
with PURSCOM [phonetic] information, so that
anybody who's here TDY doesn't get reported. And
on an AIT site, we have an awful | ot of people that
are here TDY, and they are reported back to their
parent post.

So al though we have this information,
it's not accurate, and it also doesn't give us very
much that we can do with it yet. It doesn't have
any cause data. We don't know how these people
were injured, what the mechanisnms of injury were.

W have a slide that's kind of
I nt eresting. Yours are not in color, but you can
see -- what page are we on? Bottom of page 2, we
have spent an awful |ot of noney on things |ike
hypertensi on, diabetes, heart disease. These are
ones that are low on that. You can nuscul oskel et al
i njuries, we have t r emendous nunber of
muscul oskel etal injuries; three tines, four tines
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as many nuscul oskeletal injuries as we do have
respiratory illnesses. That's all respiratory
i1l nesses here at Fort Sam

So it is telling us the inportance of
it, but, again, there's nothing we can do with it,
to target the interventions. So what we're doing

now is we put together a surveillance system

several surveillance systems, in fact, and what
we're doing -- and you're wel cone to have copies of
t hese.

We're doing surveillance at first entry
into the nedical system so at the TMC, energency
room and our adult primary care clinic. It's a
short guestionnaire; it's been approved by
everybody at each of those facilities, as far as
the nmedi cal personnel, and it's one page, front and
back. Most of it's filled out by the patients
t hensel ves.

Cbviously you want it to be really
short, and it's short enough so that when they go
In and have their blood pressure and tenperature
taken, they can fill it out at that tine. It goes
right into their medical record; nedical record
goes into the box for the doc, and then the doc or
PA or whonmever does fill out four questions on the
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back. That's one survey.

The next survey goes to everybody who
conmes on post, when they first arrive, so we have
that going out at one stop here at this post.
Everybody that cones onto post has to fill out the
health risk appraisal. 1It's going to be given out
at the sane tine that they fill out the health risk
appr ai sal .

Wth our AIT trainees, it wll be given
out by their conpanies. And each of the conpanies
was already doing an initial evaluation of people
that came in, and so we took all the things that
they were asking, conmbined it with what we're
asking, and put it on to one form and all the data
wi Il be scanned in.

The other two questionnaires we're
doing is another one for everybody that goes on
profile while they' re here, and then everybody as
they | eave post. So we're going to have an awf ul
lot of real-tine data, to know exactly what's
happeni ng on post: who's injured, where, how, why,
and who arrives injured.

One of the big conplaints was that,
We're not really injuring them here; they're all

arriving frombasic training injured. And that may
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be true or it my not be true. We really don't
know that, and so that's another thing that we're
trying to gather the information. I  know that
quite a few of themdo arrive injured, but we don't
know exactly how many and we don't know from which
posts.

It's inportant for us to be able to go
back to those posts and tell them that. In the
meantime, we're trying real hard not to make too
many inroads in the actual programmtic portion
because obviously we want to be able to collect
good baseline data before we start doi ng
I ntervention.

The interventions we want to Dbe
targeted according to the data that we bring in,
but we also know that there are going to be sone
I nterventions that are not targeted in that way.

For exanple, in our conpanies, at |east for the
Al'T groups for our brigade and battalions, what
they're doing right now for their data collection
for their entries is paper and pencil, the sanme way
that they are collecting our data sheets for our PT
tests. It's paper and pencil; it's not al
conputerized yet.

Also it's not big on their agenda as
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far as accountability, so from that ni ce
interaction that we had at Fort Jackson, we've
gotten together with a couple of their commanders
who are using some pretty good data nanagenent
systens that are global, that are not just on
injury preventions, but they're everything a
commander would ever want to know about his
sol diers, and putting it into an Excel and Access
dat abase, so that they have a screen that can pop
up, that they can see what's going on in their
battalion or brigade or conpany at any tinme that
t hey want.

And one portion of that was injury
prevention, so we're working with them They' re
com ng down next nmonth to help us work on putting
a database systemin here for our brigade that wll
be very simlar to theirs. The idea is to change
t he contextual environnment.

It will not only make them account abl e,
because that brigade commander, | nmean, with the
click of his button, can go all the way down to
unit level and know what the percentage of injuries
are, and many of you know Ltc. Henry at Fort
Jackson uses this system and he's described to ne

that he has a 3 percent rate that is his own rate,
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that he doesn't want his battalion to go above.
Any conpany that goes above that shows up on his
radar screen.

He goes all the way down to the unit
| evel, finds out where it's happening, and then he
goes down to talk to the people, to find out what's
goi ng on, what kind of injuries are they, why are
t hey occurring.

And one of his descriptions was that he
did this several nonths ago, and his estinmation of
what the problem was, was either |1've got a first
sergeant who's grand new and is not paying
attention to the injury prevention, or sonebody
that's |l eaving and just doesn't care. And he just
wal ked down, started tal king, and found out that
the |atter was the case, but he tries very hard to
make it --

Like | said, it's an organizational
change, partially of accountability, but also of
enphasis, so one of the other things that we're
doing with themis helping themto, as a conpany,
put this into their context through what we're
calling a PT Advisory Comm ttee.

And this PT Advisory Commttee wll
consi st of representatives fromevery conpany, and
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the whole idea is just to get together and talk
about what we can do to prevent injuries, while
keepi ng the performance as high as it can be.

And it should be run by the conpany-
| evel individuals with experts comng in to just
kind of be there as consultants, so people from our
Operation Aegis -- and if you don't know what aegis
is, aegis was the shield of Athena. If you're
under the aegis of sonmebody, you're under their
protection or their nmentorship, and that's what
t hat nmeans.

So we'll have representatives from us;
we' I | have physical therapists and physical therapy
assistants, and a statistician that works with me;
also have a dietician that goes down as a
consul tant, probably sonebody from the BAMCI PT
departnment, perhaps OT departnent also, and the
dieticians are working closely with us in all that
we do and sone the questionnaires, all the way
al ong.

So that's part of the contextual part.

We have a couple other thing that we're doing.
The shoe-fit program that many of the posts have;
we've got that on-line, ready to go, as soon as
we're ready to go with it. It's gotten enough
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attention fromwhat we've done that AAFES wants to
do it US-wi de, and so they' ve been with us and on
our web site and talking to us about how to do it
and what they need to do and how to put it in
pl ace.

Now, there's absolutely no data that
shows that that does a thing, which is nice for us
to know, but what it does do -- it's kind of I|ike
back belts. Back belts tell your people that you
| ove them you care about them and that you're
doing the best that you can, in spite of the data,
because the research just isn't there to back it
up.

So we've got that, at least in the
pl ans. Stretching, the data on stretching, you've
got part that says it's really inportant, and
you' ve got data that says it's not that inportant.

The situation hasn't been resolved academ cally
yet, but we know that they're not going to throw
out stretching, so that's another part of our
I ntervention, is to go down and talk to them about
what they are doing with their PT, what kind of
stretches are they doing, what kind of exercises
are they doing.

W all know that sone of the PT
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training, they're changing the docunentation now.

Some of the things that are there to do are
actually not good for the soldiers, so we'll be
down there working with themon that and goi ng over
their overall picture of what they're doing for
training, not just their physical training as far
as push-ups, sit-ups, and runs.

But what days do they march, and are
the days that they go on these road marches the
sane days that they do aerobic activity? And do
they have to march to and from class? And if
they're marching to and from class, are those on
the sane days that they're doing aerobic
activities, so that they may have overuse injury?

It's turned into a project that when |

first started it, | thought, Well, this can't be
that hard; we'll get in; we target; you know, we do
t hese things. But I'Il tell you the truth. The

vast mpjority of the project is organizational
effectiveness, and it's neetings with the conmander
and with the sergeant. And many of them | can't
go to.

The PT Advisory Commttee, | can go in
and | can stop it and | can check and see what's

going on. But to have a colonel in there disrupts
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t he whol e process. And so what you really need to
do is we have to be getting fromthe ground up

And | can see already that in another
| ess than a year or perhaps a year, when we | eave,

If we've done our jobs correctly, the conpanies,

the commanders, wll go, | know they had that
Operation Aegis thing; they had injuries -- you
know, control injury prevention going on, but I

really don't know what they did. We had this
commttee, though. We did this, and we did this,
and we did this, and our injuries are way down. |
have no idea what that group did.

And that's what's going to happen, and
that will be really what shows that it worked,
because we want it to be in the control, not of the
medi cal personnel, but we want it to be in the
control of the |ine personnel. They're the ones
that are going to do it wth just wus being
consul tants.

The last thing that we're supposed to
be doing with this project is witing it all down,
in kind of alnost like a textbook form  what we
did, what worked, what didn't, so that any other
post that wants to start a simlar kind of a
program can do so and have a step-by-step guide in
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how to do it.

Are there any questions? I f anybody
has answers, we take answers.

DR. MJUSIC. This is a breath of fresh
air. This is just wonderful.

DR. LaFORCE: You know what this sounds
i ke? This is, you know, continuous quality
i mprovenment in a decentralized way. | mean, you
could be cloned and present this at IBM Ford,
or -- 1 mean, this 1is absolute contenporary
managenent, which really resonates quite well,
because it's very, very successful nmethodol ogy.

DR. MJSI C: I nstead of the plan that
was presented to us, if every base had a cl one of
this lady, | think we'd be there.

DR. SOKAS: But, you know, | think one
of the things you pointed out, though, was that you
have real |eadership commtnent, and it sounded
very simlar to -- there's a fellow -- | forget his
name -- who's head of ALCOA did the sanme things,
cane in, said, We're going to find out where we
have our injuries, so there's data collection
that's required. W're going to go after them and
we're not going to be satisfied with nmediocre
results. And it sounds |like you've got the whole
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| oop there.

COL. RICE: That's absolutely right.
You have to have that top support, obviously, or
you're not going to have the manpower and the
personnel and the noney to do anything. They also
have to give you the freedomto do what you need to
do.

And like | said, there's a |ot of
research going on, but there's really not very nuch
progranmatic inplenentation that's also tracked
going on. And so we had to be given that fromthe
top, but it also has to grow, like | said, right
fromthe bottom And to grow it fromthe bottom

you have to really kind of plant it from the

m ddl e.

DR. LaFORCE: Thank you, Col. Rice.
Thank you.

We shoul d br eak up within t he
subcommttee. | want to point out. W really have
five t asks in terms of t he comm ttee
responsibilities. The five tasks include a

response to the question about the mlitary public
heal th | aboratory workshop recommendati ons, which
Is a clear-cut question.

The second are the questions on
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t ubercul osi s screening policies and new
t echnol ogi es, which goes to disease control.

A response to t he DoD
i njury/occupational illness prevention action plan,
that needs to be a specific response to this
particul ar action plan, as it was presented.

And, lastly, the final report regarding
pyridostigmne bromde that we chatted about
yesterday with Dennis Perrotta.

And also, lastly, a statenment which
"Il work on drafting, that has to do with the
ant hrax immuni zati on program So that's a fair
amount of work. And what I'd like to do is break
up now and reconvene at el even o'clock, which gives
the commttees or nenbers of the AFEB an hour and
a half to sit down and jot your thoughts along
those particular -- or in terns of these particular
items for discussion with the general group at
el even o' cl ock.

COL. DI NIEGA: \What works very well is
If you can draft at Ileast the first draft of
potential recomendations, and you can use the
conputer to project them and | have sone disks
here that you can bring and | oad here and discuss
It in the larger group.
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The Environnent al and COccupati onal
Health will nmeet in 3305 upstairs; Disease Contro
wll stay here; and Health Pronotion, you'll neet
a little bit and then you'll merge with sonme of
the -- split up for the commttees. And you can
either do that in The Pit, or you can go to 3304 to
do that.

And the participants are welcone to
join in on the discussions, and you may be able to
answer questions for the Board nenmbers on specific
| ssues, so go to whichever subconmttee you want to
go to.

Any further staffing and revision of
draft reconmendati ons can be done on e-nmil, but at
|l east try to get the basic structure and sonme of
the main points.

DR. LaFORCE: Fair enough.

COL. DI NI EGA: And then the executive
session for the Board nenbers and preventive
medi cine liaison officers, our next nmeeting is 30th
and 31st, and if you didn't in -- of My, and if
you didn't sign in, please sign in so we know who
came to this session.

(Wher eupon, the neeting was recessed

for subcomm ttee neetings.)
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DR. ATKINS: W felt that the goals of
our conmmttee were to focus on those health
pronoti on, di sease prevention issues that will have
the greatest inpact on the health of the mlitary
and their famlies, with the goal of maintaining a
heal thy and ready force, but also recognizing that
there'll be long-term benefits of this.

And we thought the -- our goal was to
hel p develop an effective set of priorities, both
at the clinical and at the conmmunity policy |evel
that relates to health pronotion, and after sone
di scussion, felt that the goals and objectives in
Heal t hy People 2010, the recommendations of the
US. Preventive Services task force, and new
recommendati ons comng out of the parallel
activities of the CDC Conmunity Preventive Services
task force, provided a good starting point for
developing some priorities that were  nost
applicable to the mlitary.

And our recomendation is that we
sel ected board nenbers, work with the preventive
medi ci ne specialists in the individual Services, to
have them present to us their thoughts on what the
high priority services, again both community and at
the clinical level, would be, starting with this
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br oader set, and also recognizing that there are
I mport ant systens I ssues t hat rel at ed to
I nformation systens, other inplenentation issues
that nmay be critical to making progress in terns of
both clinical preventive services and comunity
preventi on.

And our other request is that we hear a
status report at the next neeting on the -- those
Service-wide priorities that have already been set
on al cohol and snoking, where there are plans being
devel oped.

That was it, and | wll put that
together and circulate it.

DR. LaFORCE: Okay. " m going to ask
nore specific questions. When you said Board
menbers working with individuals within service
groups, how is that going to take place? By e-
mail, or is there a neeting that's going to take
pl ace? How s that going to take place?

DR. ATKINS: Well, that's what we were
di scussing sort of as we broke up. Dana, maybe you
can help me, in terns of -- the feeling was we
want -- we thought it was nore effective to hear
separately fromthe individual services about where

t hey thought those priorities were, and we' re happy
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to communicate with them by phone and e-mail, to
clarify exactly what we're |ooking for, the kind of
f eedback we're | ooking for fromthem

DR. LaFORCE: But is there one tine
when vyou all come together and discuss your

priorities?

COL. BRADSHAW well, I think -- and,
of course, what we actually had thought -- and
maybe, you know, this could be open for
di scussion -- was to actually bring those
priorities and sonme -- |like we do wth other

di sease questions or infectious di sease questi ons,
Is bring things here to the Board wth sone
background about why we mght want to target a
priority within our respective Services, and then
have the AFEB give sone direction on what they
think the top five, for instance, things m ght be
for us to focus on.

I mean, we have the Prevention, Safety
& Health Pronotion Council's list of three:
al cohol, tobacco, and injury, which are a good
start, but there my be other things that are
unique to the military setting that it would be
useful to help -- | nmean, because we've got a | ot

of different efforts that are going on, and sone of
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themare -- there's a lot of effort being spent on
things that may not give us enough bang for our
buck, and it would be nice to have sone direction
froma know edgeabl e, you know, source and credible
source such as this, to help the |eadership, you

know, focus in on sone things.

DR. LaFORCE: | was just trying to
junmp-start this. I'msorry. | was trying to junp-
start in ternms of saying, if from now until the

next AFEB neeting there is a subcommttee neeting
or atinme frane at which you're neeting that either
Davi d or sonebody could go and -- you know, because
what happens is then you really get a junp-start in
terms of the next neeting, then the head of the
subcomm ttee already is well informed in terns of
this.

COL. BRADSHAW Of course, all the
preventive nmedicine officers are on the policy
group, which I chair, and David's right there in
town. We neet in town.

COL. DINIEGA: WwWell, | think the other
way to go about this is | actually in ny budget
proj ections, project three general board neetings
and three subcommttee nmeetings. The other way to

do it is have the subcomittee neet and have the
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Servi ces cone and present. That's another way to
do it, so whatever is your desire.

COL. BRADSHAW  Well, | mean, whatever
you think would neet the Service --

DR. ATKINS: So you're saying we could
have -- our subcommttee could have a neeting in
bet ween our regular neetings and have the Services
presented to us, and then have it filtered before
It comes back to the whol e Board.

DR. LaFORCE: Then that initial step

has been taken, and | think it would be nore
fruitful in terms of interaction at the Board
| evel .

COL. DI NI EGA: For exanpl e, t he

I mmuni zation, the red book, was done w th having,
| think, two subcomm ttee neetings.

DR. LaFORCE: That whol e thing?

COL. DI NI EGA: The rest was done e-
mai | .

CAPT. SCHOR: The only other thing that
Cdr. MBride and | just tal ked about was perhaps
the benefit of having this as sone sort of a formal
request fromthe AFEB to the Services. That would
hel p us as one-of's in many cases or, you know, to
prioritize our day-to-day work, in putting together
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a list and devoting the tinme for a thoughtful reply
to your request.

COL. DINIEGA: We can do that. W can
wite a neno and say that the AFEB would like to
hear the foll owi ng, and Dave --

COL. BRADSHAW Well, and plus, you
know, from our perspective, thinking of health
promotion, | think we're, all of us, are going to
need to get input from our health pronotion side,
and we know certainly on the PPIP commttee -- and
I'"'m thinking Navy really can escort ne and, you
know, Dave MKay [phonetic], and the Arny's got
Andy Hem ngway [ phonetic] and --

CAPT. SCHOR: And | have Candace

Courtney [phonetic] fromthe Marine Corps.

DR. LaFORCE: Okay. Could I -- either
David and yourself -- we'll send sonething out, but
actually before the -- | would very nmuch like to

see that, sonething happen in between, before the
next nmeeting if we possibly could. Ckay?
Terrific.

Who's next? Stan, are you going to
present ?

DR. MJSI C: We have sonething printed

out, to pass --
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COL. DI NI EGA: You can use the
overhead, if you want.

DR. MJUSIC. This is just a draft, and |
will read it out. |It's a draft cover letter. CQur
proposal, obviously, is that we accept the report
as witten, this Perrotta docunment, and we transmt
It to Sue Bailey or whoever we have to send it to,
with some version of this draft cover letter, and
|'"mgoing to read the cover letter now.

"Wthin the range of what we have cone
to expect over the years fromthe RAND reports and
reviews, the second volunme of the Gulf War series,
dedi cated to pyridostigmne bromde, is clearly an
outline:

“"No critical review of the literature,
argued wi t hout bal ance and judgnent, giving weight
to a reasonable path in the face of conflicting but
i nconcl usive data, essentially an indiscrimnate
cat al og of what has been publi shed;

"Use of news and Internet sources
Instead of being restricted to standard, peer-
revi ewed papers; especially problematic in |ight of
the enotion around Gulf War i1l ness;

"Recomrendat i on for nor e
epi dem ol ogi cal studi es based on clearly inadequate
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recall nine-plus years after the fact;

"No flag or explicit recognition of the
over-archi ng issue;

"The quality and |level of internal and
external review that was perfornmed is not apparent;

"Scientific recomrendati ons made
t hroughout the docunent are based on weak and
uneval uated i nformation.

"These shortcom ngs are so profound as
to render the docunent scientifically too weak for
us in policy devel opnent. Furthernore, the
docunent itself appears to have added to the burden
of mlitary decision-making through person-hours
spent in efforts to clarify the quality of this
I nf ormati on. This represents not only a |ost
opportunity, but also wasted resources.

"This is unfortunate, but is an honest
assessnment of what we see in this report that is
far less hel pful than it could be.

"The attached subcomm ttee report
details the AFEB' s concerns with the RAND docunent.

It also raises the over-arching concern of
assessing efficacy. The AFEB would like to point
out that efficacy considerations and side-effect
profile should inform future decision-nmaking on
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this issue.”

DR. LaFORCE: The gauntlet has been

| ai d.
DR. SOKAS: How do you really feel?
DR.  HAYWOOD: That was the first
version.
DR. MJUSIC. Strong letter to foll ow
DR. LaFORCE: Now, is this too harsh?
Davi d?

VO CE: Well, you drafted it, David.

DR. PERROTTA: This is not ny --

DR. LaFORCE: Ckay. | actually don't
li ke to fool around very much with these docunents
when they come out this way, you know, because
sonetinmes they <can be nmassaged and they're
meani ngl ess after they get so massaged, and | think
If -- this certainly reflects, | thought, the
general tenor of the AFEB s take on this particular
report.

Is this correct? Am | -- is ny
perception correct?

COL. DI NI EGA: Well, now, there is --
one caveat is that | think when this is -- this
needs to go by the nenbers who are not here al so.

DR. LaFORCE: Fi ne.
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COL. DI NI EGA: Because all the nenbers
got the read-aheads; Comi ng or not com ng, they all
got the read-aheads. So | would recomend that it
goes to all the nmenbers.

DR. HAYWOOD: I nmove that the cover
| etter be accepted in principle for further
circulation and refinenment.

DR. LaFORCE: Do we have a second?

DR. SOKAS: Second.

DR. LaFORCE: Second. Question.

COL. W THERS: | have a comment. The
real problemw th the RAND report to the Departnent
of Defense was really the conclusion that it could
not be ruled out as a source of Gulf War illness.

And you all haven't said a thing about that
particular finding in here.

You have in general sense. You said,
Well, the whole thing's sort of useless, and, you
know - -

DR. LaFORCE: Yes. But, again, this is
sinply a cover letter for this.

CDR. McBRI DE: You' re suggesting that
revisions need to make mention of t hat
particul ar --

CcaL. W THERS: Yes. I'm just
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suggesting if you want to offer it, you m ght --

CDR. McBRI DE: In the letter?

COL. W THERS: -- say that the real
pi ercing arrow of the RAND report is not nentioned
in the cover letter. Do what you want with that.

CDR. McBRI DE: And if they don't read
the attachnent, maybe you want to have nention of
it in the letter.

DR. LaFORCE: Stan, would you feel --

DR. MJUSIC. Be happy to.

DR. LaFORCE: Put that in, include
that -- | think that's well taken.

DR. SOKAS: Wait, wait, wait. \Wat are
we -- what exactly are we going to say?

DR. LaFORCE: No. The sentence wll be
nore focused in terns of disagreenent with the
conclusion that was drawn fromthat tone.

DR. MJSI C Where is that section in

this report?

DR. SOKAS: In the -- in Dennis's
report.

CAPT. TRUWP: M only suggestion there
woul d be nore in the tone as the -- short of doing

your own review, you know, to argue the counter

what you're saying is much along the Ilines of
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policy, is, This docunent is too weak to support
changes in policy. M assunption is you also find

it too weak to nake the conclusion that the author

had.

DR. LaFORCE: Yes.

DR. MUSIC. And we can add that; let's
do that. And I'Il circulate that.

DR. ANDERSON: Because we didn't review
to rule in, rule out PB, and what our conplaint
was: The docunment doesn't do that either, other
than to say you can't rule it out, but they don't
really say why. | nean, going into it, you could
have said, You can't rule it out. Com ng out of
it --

DR. SOKAS: See, | don't know if we can
actually get -- since we didn't really --

DR. LaFORCE: So we can't what?

DR. SCOKAS: | don't know that that
extra sentence is sonething that -- | nean, | don't
see it inthe way this is witten, and I don't know
If we want to add stuff to what's been witten
here.

DR. LaFORCE: We certainly can. Thi s
is a draft final.

DR. SOKAS: I1'msaying, | don't believe
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we shoul d.

DR. LaFORCE: Okay.

DR. SOKAS: Okay.

DR. MJUSIC. Well, to the extent that we
do not like this report, that this report is far

| ess useful than it could be, we can also add the
sent ence t hat we cannot support t he
reconmendat i ons.

DR. SOKAS: Well, | think that's in
that cover letter. GCkay. Al right. That's fine.

DR. MUSIC. No, it's not explicitly in
t here.

DR. SOKAS: Good enough.

COL. BRADSHAW | think maybe what Col.
Wthers is trying to get at is sort of |ike what I
said the other day. To nme, it seenmed to be a
departure to try and inply that you haven't proved
a negative, saying you can't rule out, because you
can say that about virtually any --

DR. LaFORCE: Yes.

COL. BRADSHAW And the research could
al nrost never be done on this. | mean, | don't
know. |t just seens |ike a departure.

DR. SOKAS: See, I'ma little concerned

that if we do too nuch along those |ines, that
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it -- well, that the purpose of this cover letter
and of this report is to torpedo this docunent, but
you don't want to make it look |ike a partisan
torpedoing, and I"'ma little afraid that that could
do that.

COL. DI NI EGA: Well, vyou know, one
Is -- | get the sense the commttee accepts the
report, except for the apostrophe or whatever the
change was. And the cover letter should state that
it strongly endorses, and then any other coments
that you want to nmake, that is in keeping with the
spirit of the docunent.

COL. BRADSHAW There was one thing in
the report that I'"'msorry | didn't get to coment
on this nmorning, but there was one sentence that,
standing alone -- | agreed wth pretty nuch
everything that was in there, but where it stood
al one was the first tinme that you tal ked about no
addi tional research based on the --

It says, page 3, "The committee
strongly reconmends t hat no addi ti onal
epi dem ol ogi cal studies of Persian Gulf War
veterans be supported or perforned.”

CDR. McBRI DE: We noted that in our

subcommi ttee as well.
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CcaL. DI NI EGA: And | think they
i ntended to say, Based on recall.

COL. BRADSHAW Right. So | would just
add that phrase, so it doesn't stand al one and get
taken out of context.

DR. LaFORCE: Steve, this was your
point, too. That's on page 3, the |ast paragraph.

DR. MJUSIC. That's what the bullet that
| -- the third bullet: "Recommendation for" -- |
mean, this is a problem "Recomendation for nore
epi dem ol ogi cal studi es based on clearly inadequate
recall nine-plus years after the fact." So
that's -- | can expand that a bullet, if you want.

DR. LaFORCE: No. They just want it in
t he docunent itself, just say, Based on recall.

DR. OSTROFF: The docunent